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Executive Summary 
This program plan and evaluation details a program centered on a pilot text and student and 
teacher assessment that will increase knowledge of children who live with disease and attend 
school on the middle school level. The text will be written on a 61h grade reading level with 
contributions from children age 7 to 17 years that have the diseases or conditions detailed in the 
text and who attend school. 
Section 1: Introduction 
"There are more and more kids living on a day-to-day basis with chronic illness and very few 
resources to meet their needs." -Alexandra Quittner, Miami University psychology professor. 
Background 
In 2000, prior to attending medical school, I was a high school teacher. I noticed that 
teasing was a significant problem with the students that had medical conditions. The teasing that 
I witnessed was often directly related to exceptions that had to be made for their particular 
condition or differences in their daily lives at school. At this time I began writing down the types 
of diseases and conditions that my students lived with every day. 
In my classroom I noticed that one child, in particular, caught the brunt of most of the 
teasing and heckling that was dished out by various other kids in the class. This child suffered 
from Tourette's Syndrome. He had a tick that would occasionally appear during class time. He 
was allowed by only some of his teachers to do what his documentation (i.e. IEP and 504) 
provided for, to leave the classroom until the tick had resolved. One day I asked him if he would 
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like me to explain to the class what about his condition. He said he would. After obtaining the 
necessary permission from both his parents and the administration, I took ten minutes from my 
next lecture and talked to the class. During that time I explained to the class what his condition 
entailed, when he was diagnosed, his prognosis, what medicine he treated it with, how that 
medication affected him, and why he was allowed to leave the classroom when his ticks 
occurred. 
In the days and months following our class discussion, I noticed that he was not teased in 
my classroom anymore. On the last day of school he returned to my classroom after the fmal bell 
and thanked me. He told me that students that had been in my class on the day that I had 
explained his condition now stuck up for him in front of others. During this time two other 
students who I taught had approached me and asked if I would do the same thing for them. One 
had epilepsy, and the other had severe bum scars that covered one-third of her body requiring 
four surgeries to that point with several more to follow. At their request I explained to each of 
these students' classes about their conditions in the same way that I had before. These students 
and their parents expressed their gratitude to me in the form of thank you notes and letters. 
Since that time I have often wondered if the kind of straightforward information I had 
provided for my classes could help other students, and I resolved to explore this question more 
systematically when the opportunity arose. This chance came in the end of the 3'd year of 
medical school when I entered the Master's of Public Health year. The master's paper provided 
the structure needed and the time to develop this idea further. This project is to educate children 
about their classmates' conditions and diseases through explanations written on a sixth grade 
level in their school health classes. Its aim is to provide a more close up and user-friendly look 
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than has before been available detailing what children who attend school with medical conditions 
experience. 
This paper establishes the burden of suffering, the need for resources, and proposes a 
specific intervention and an evaluation of its effectiveness. 
Program Rational: Children Living with Disease 
In a message from the Director-General of the World Health Organization (WHO) in 
1997, he stated "Unlike many infectious diseases, the majority of chronic diseases are 
preventable but cannot as yet be cured. The emphasis must therefore be on preventing their 
onset, delaying their development in later life, reducing the suffering that they cause, and 
providing the supportive social environment to care for those disabled by them." 1 By the time 
many children reach middle and high school prevention is no longer the issue. Therefore, the 
next step to implement according to the WHO is to decrease the burden of suffering and offer a 
support system for these children. 
In the Center for Disease Control's Health Data and Statistics database they report that 
17.0% of those ages I 0 to 17 years responded that their health was only "good" while 2.1% 
responded that their health was fair to poor. 2 When asked if their activity was limited 8.8% of 
those surveyed who had a "condition" and were ages I 0 to 17 years responded yes where, 
limitation of activity referred to a long-term reduction in a person's capacity to perform activities 
of daily living associated with a chronic condition. 3 Approximately 20% of school-age children 
who had a limitation had more than one disability.4 
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Most of the available research, although dated, shows a significant number of kids are 
affected on a day to day basis by various diseases and conditions. The number of children that 
live with one of more chronic diseases ranges depending on the definition used in the inquiry. An 
estimated 10% of all U. S. children live with a chronic disease.5 It is estimated that over 1 
million children have a chronic illness that affects daily life". 6 One source claims that 31% of all 
children are affected by chronic conditions.7 Another source estimates that the number of 
children with disability reaches 15.6% in ages 13 to 17 years, and that of this percentage 60% are 
affected in some way in daily life. 8 Regardless of which of these numbers is correct it is 
reasonable to suspect that more and more children are affected. The evidence shows that there is 
little that is being done to accommodate them on a social level. 
As technology continues to improve, children who experience chronic disease are living 
longer and more interactive lives. Children with cystic fibrosis, spina bifida, and congenital 
heart disease are living from 700 to 200 percent longer on average.9 Along with the increase in 
lifespan comes an increase in the munber of school days attended and missed and an increase in 
interaction with other children. It is reasonable to believe that as medical innovation expands 
that the number of children who are able to attend school with disease is increasing. Technology 
will continue to improve and hopefully these children's restrictions will continue to be reduced. 
At the current time researchers estimate that children with certain diseases that are disabling to 
some extent spend 66 million days restricted from activities, 27 million days absent from school, 
and 5 million days in the hospital per year. It is important to point out that these numbers come 
from a study that was limited to certain diseases and was not all inclusive. Therefore the actual 
time lost for students could be greater than estimated by these researchers. 10 Others have 
concluded that children with disability experience a great burden of illness.11 They use a greater 
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number of hospital days, approximately 464; they access home health more often; and they incur 
greater healthcare expenditures even when controlling for insurance.12 
Chronic illness is thought to potentially cause avoidance of school and an increase in the 
sick child's feelings of difference from "normal" kids, a feeling that could increase in school 
settings through teasing and bullying. The American Academy of Child and Adolescent 
Psychiatry suggests combating this by avoiding isolation and overprotection for their children 
with chronic disease. They also suggest/ recommend that it is helpful for these children to be in 
contact with other children that have successfully continued their lives with a chronic illness.13 
Another added complication of the teenage years is the increase of bullying. It is 
estimated by the National Youth Violence Prevention Center that approximately 30% ofteens in 
the U.S (a number greater than 5.7 million) are involved in bullying as the bully or the target.14 
The numbers of those that are bullied are astounding. In 1998 Colvin et al estimated that during 
every school day there were 160,000 children that missed school because offear, that a large 
number of children carried weapons to school "for the purpose of intimidation", and that 80% of 
children had been bullied at least once by the time that they reached high school.15 There is also 
a small amount of data that points to middle school age having a higher incidence of bullying 
when compared to students of high school age.16 Boys are cited as the most frequent offenders. 
They are found to be more likely to be the bully as well as the target ofbullying. Boys are also 
more likely to engage in physical bullying, while girls are more likely to use more subtle and 
indirect verbal teasing using exclusion as their main bullying tactic. 17 
Bullying presents in many forms. It can be physical, the form that is often portrayed in 
the media, or it can be verbal or psychological. By definition bullying most fulfill the following 
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requirements: 1. malicious intent. 2. A vulnerable victim or victims. 3. Damaging 
consequences.18 All bullying is harmful to the parties involved. 
Little is known in the scientific world about how bullying and teasing directly affect 
those kids with chronic illness that are healthy enough to attend regular school. Adolescents face 
many challenges without the burden of chronic illness including: development of independence 
from their parents, individual decision-making, and identity formation. In addition to these 
challenges adolescents that live with chronic disease also face decisions about their treatments, 
the side effects of their medical interventions, and many others. Being a subject of bullying or 
teasing in addition to their already full plate could increase their burden of suffering 
substantially. 19 Children that go to school with disease can have a widely variable but substantial 
burden of suffering. How visible is their condition? Does it cause obvious limitations? Children 
who live with disease are 3 to 4 times more likely to suffer from a mental health disorder, 
including increased rates of depression. Their conditions and diseases take a toll on the whole 
family often causing the parents to lose days at work and adding stress to the lives of siblings in 
a variety of ways. Children who live with chronic disease have also been shown to engage in 
higher rates of risk taking behavior. They have a greater rate of sexual activity and use less 
. 20 
contraceptiOn. 
What is currently being done to reduce their very tangible burden of suffering? 
Government has taken the first step towards reducing these children's burden of suffering by 
mandating Individual Education Plans (IEPs) and/or 504s be created for every student with a 
disability under the Individuals with Disabilities Education Act (IDEA). IEPs specify which 
services will be implemented for each child and 504s also supply services for children in need. 
These are the important first part in accommodation of those students with special needs. This 
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however does not require classmates, teachers, and administration to empathize and understand 
each student's individual situation. Teaching its students and faculty to empathize is the next 
hurdle that school systems must clear to best minimize children with chronic illness's burden of 
suffering at school. 
Review of the Literature 
The literature review was based on program plans that have been implemented and 
evaluated in schools. The available research body focuses almost solely on violence prevention 
programs in the schools. Although this is not the focus of the suggested program plan in this 
paper, it is feasible to extrapolate similarities to program implementation and evaluation of 
potential behavior changes secondary to classroom curriculum innovations. 
Search Strategy 
I searched Google Scholar (2000 to June 2006) using terms and strategies. The broad search 
strategy was used in order to increase the likelihood of finding all pertinent studies. The search 
was limited to middle schools and English language literature. 
Search Strategy I: "middle school" and "empathy childhood illness program plan, evaluation, 
results." 
Search strategy 2: "middle school" and "teaching tolerance empathy program plan, evaluation." 
Search strategy 3: "middle school" and "student teacher outcomes empathy tolerance 
understanding classroom curriculum" 
Search strategy 4: "middle school" and "empathy childhood disease classroom curriculum 
program plan, evaluation, results, randomized control trial." 
Study Inclusion Criteria: 
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I included studies of any design as long as they met the following criteria: (1) study 
population consisted of school age children from 6 years old to 18 years old; (2) program setting 
in an actual elementary, middle, and/or high school; (3) there was an attempt to measure 
outcomes and results of the program; (4) classroom based interventions; (5) Academic articles 
published in journals that followed scientific evaluation methods 
I considered randomized control trials preferable to studies of other designs; however 
because of the relative lack of available relevant literature other designs were not excluded. 
Study Exclusion Criteria: 
I excluded studies for the following reasons and subject matter: (1) They involved 
medical student, adult, or parental focus to education; (2) Anti-drug and prevention campaigns; 
(3) Mental Health counselor-based programs; ( 4) Programs that were outside the U.S. because of 
potential cultural differences in school systems and student expectation and evaluation; ( 5) 
Studies not written in English ( 6) Classroom teaching manuals written for teachers that did not 
suggest specific interventions for students; (7) Programs the only screened for behavior; (8) Out 
of school programs; (9) Programs for Administrators only; (1 0) After school programs. 
Data Extraction Strategy: 
One reviewer performed the literature search and determined which studies were eligible 
for inclusion in the review. The same reviewer abstracted data from the studies into the table for 
analysis. 
Assessment of Study Quality 
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Study quality was assessed by the following characteristics: (1) Are the methods clearly 
stated and reproducible? (2) Is there a clear primary outcome? (3) Is/are the outcome measure(s) 
equal, valid, and reliable? ( 4) Is the study internally valid? Studies that meet all four criteria were 
graded as "good". Those that met two to three of the criteria were rated as "fair", and studies that 
met 0-1 of the criteria were rated "poor". 
Each study was also judged for its generalizability to other topics. 
Can it be generalized to other populations and topics? 
Results 
Search Results: 
Overall I reviewed 718 citations. 609 were clearly not relevant to the subject of interest. An 
additional 75 were excluded after careful review of the title and the abstract. Detailed review of 
the remaining 34 articles excluded 30 ofthem. The most common reason for exclusion were that 
the citations were not classroom-based interventions (counselor-based, parent-based, and after 
school-based) and not classroom programs (reviews, editorials, and teachers manuals). There 
were also 3 articles excluded because they were no longer found at their online citation and could 
not be located in hard copy (See Table 1 for summary information). 
Table 1: Summary ofthe Literature Search Results 
Search Initial Number Number Number Number 
Strategy Number of Remaining Remaining Remaining Included in 
Articles After After After Literature 
identified Review of Review of Review of Review 
the Article the Articles 
Titles Abstracts 
1 235 59 14 1 1* 
2 262 20 8 2 l 
3 180 17 3 l 1 
4 24 13 9 5 2* 
Total 718 109 34 9 4 
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*The same article was returned from both searches 
Of the 4 studies that address the implementation of an intervention for behavior 
modification in school-age children and its evaluation: two of the studies were longer than one 
year with one of the studies following children through elementary, middle, and high school. 
None of the studies were true randomized control trials. The topic of research does not lend itself 
to RCTs or blinding. Only one of the studies found showed significant benefit from the program. 
This study also found a dose-response relationship in outcomes. Three of the studies received a 
rating of fair, and one study received a rating of poor (See Table 2 for summary data). 
Table 2: Characteristics of Studies Addressing Implementation and Evaluation of 
Prevention of Problem Behavior in Schools 
Study/ Research Design & Duration Intervention Measures Outcome Rating 
Objective Setting of Study/ 
Follow up 
Edwards et a1.21 Prospective 17week Second Stel! I. The Bully I. No effect on Fair 
2005 Cohort program Program: 45 minute Survey "bullying" in 
n=455 lesson taught once 2. Behavior school 
Al141h and per week by trained 
Assessment 2. Limited effect 
Test for size inBASC 
To determine the 51h grade staff augmented by Children survey and 
efficacy of an adapted students in information sent to (BAS C) Behavior grades 
version ofthe Second small urban 
parents to engage 3. Behavior 3. Increased 
their child at home. grades understanding in 
Step violence school Goals: 4. Student the areas of 
prevention curriculum district in 1. increase empathy Interviews empathy, anger 
on 41h and S'h grade southeastern 2. increase impulse 5. Teacher management, 
students us control Interviews impulse control, 
3. Develop anger 6. Content and bully 
management Tests proofmg. 
strategies 
4. Reduce Bullying 
Orpinas et ae2 Modified 2 years Students for Peace 1. 3 student 1. No Fair 
2000 RCT Created the self-report significant 
n=2246 (randomized following: surveys from intervention 
matched 1. School Health previously effect 
To evaluate a multi- pairs)* Promotion Council validated Conclusion: 2.Anti-violence, questionnaires It is difficult to 
component violence 
6'h 7'h & empathy, and 2. Teacher implement a prevention , , conflict resolution/ and holistic 
intervention's effect S'h grade anger management administrator approach to 
on reducing students in curriculum survey prevention of 
aggressive behaviors large urban 3. Student Training aggressive and 
school 4. Parent Education violent 
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district in via monthly behavior 
Texas newsletter 
Flay et ae3 Matched Long-term Positive Action 1. Elementary Improved Fair 
2001 school design 6 years?** Program SRC student behavior, 
(Case Detailed curriculum achievement school 
To report the long- control) w/ almost daily data on Florida involvement, and 
lessons, a school- reading test and academic term effectiveness of FCAT achievement in 
the Positive Action One large wide climate 2. Behavioral elementary, 
Program (tracking southeastern program, and family data all three middle, and high 
school and community levels school with a 
students from district with involvement 3. Middle dose response 
elementary through school level components school relationship 
middle and high archival data standardized 
school) test data 
4. High school 
standardized 
test data 
Gottfredson et a!24 RCTwithin 1 2 semesters Social Problem I. Walker- Statistically Poor 
2002 school (different Solving Curriculum McConnell Scale significant 
students 27 45 min lessons of Social effects were 
1 middle each focusing on: stopping 
Competency and found in the self 
n=255 and calming down School report for the 
school in semester) Adjustment 
southeast before acting, stating given pre and intervention To analyze the effect Washington, 
the problem and post intervention group. 
of a cognitive- emotional reaction to 2. Social Skills Statistically DC with a it, setting a goal, Attendance significant behavioral population thinking about the 3. Social Skills effects for the 
intervention to that was consequences, Class control group 
prevent problem essentially all choosing the best Implementation were found in 
behavior in a high African course of action, and 4. School records less number of 
risk school American then taking it. 
5. Self report days tardy and 
survey 
absent 
*Analyzed as nested cohort. 
** Duration of study is nnclear. 
Intervention Programs and Outcomes 
Second Step 
Edwards et a!. examined student outcomes for an adapted version of the violence 
prevention curriculum Second Step. Second Step is a program based on cognitive problem 
solving theory that "teaches children how to solve social problems rather than teaching specific 
behavioral responses."25 The three nnit program is designed for kindergarten through 9th grade 
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students. The students' regular teachers teach empathy training, impulse control, and anger 
management. 
For this study 455 4th and 51h graders who attended a low-income school and their parents 
were consented to participate in the 17 week program. The curriculum was taught in each 
classroom once a week for 45 min. The researchers used five methods to evaluate efficacy: "The 
Bully Survey'', subsections of the Behavioral Assessment System for Children (BASC), Second 
Step Content tests, report cards at the end of quarters 1 and 4, and one on one interviews with 
113 children and all 24 teachers. "The Bully Survey'' and BASC have been validated by prior 
studies. They found that their was an increase in knowledge about the curriculum, that student's 
improved in their ability to use problem-solving, report card marks improved, and that students 
had noticed behavior changes in others around them since the start ofthe program, however, 
although all of the results were statistically significant the effect size for all of the findings but 
the teacher interview were low. 
Despite this study's multiple outcome measures both qualitative and quantitative, it has 
several limitations. It did not have a control group. All participants of the participants including 
the teachers, students, administrators, and parents were aware of the intervention and this may 
have altered the affect size in the interviews and the report cards behavior ratings. The 
researchers only used select parts of the BASC and not the entire assessment. This was a 
relatively short-term effect measure since there is literature that suggests the effect of a program 
does not persist after six months without program continuity. 26 This study receives a fair rating 
despite its well described research intervention, study population and method that produced low 
to very low effect size for all statistically significant results. It is not clear whether this study 
would be generalizable secondary to the low effect size; the diverse population that was present 
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in the school that was studied; 31% African American, 32% Hispanic, and 30% White; and that 
it was only studied in one school in the Southeastern United States. It is worthy to note that all of 
the teachers interviewed but one expressed that they thought the Second Step program lessons 
had value in their classroom. The researchers conclude appropriately with a call for further 
research over a longer duration oftime. 27 
Students for Peace 
In 2000 Orpinas et a! published a study that evaluated a differently and more adapted 
version of the Second Step curriculum. Students for Peace is a multi-component violence 
prevention intervention program that includes school-wide involvement, a classroom curriculum, 
peer mediators and helpers, teacher training in conflict resolution and a newsletter for parents 
and students. The components were decided upon by 33 focus groups conducted a year prior to 
the program's implementation. This study matched eight middle schools in a large urban school 
district and randomly assigned each school to intervention or control conditions.28 
The primary outcome was the reduction of aggressive behaviors of the students in the 
intervention as compared to those in the control group. Outcomes were measured by student self-
report via survey. Of the 9000 that completed the initial survey, 2246 completed at least one 
follow up survey. In addition teachers and administrators also completed yearly surveys. The 
survey questions were taken from several previously validated questionnaires. The evaluation of 
outcomes of Students for Peace showed that the program had no effect on the reduction of 
violence. 
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This study also had limitations that could have contributed to its lack of effect. Two of 
the 4 schools assigned to the intervention did not implement all of the components, and the 
schools that were given control status did implement some of the interventions. The curriculum 
taught was widely variable between classrooms and teachers. Many students were lost to follow 
up by not completing the surveys or leaving the school district. The program was placed in a 
high risk school (80% of students were judged to be at risk of dropping out by the district's 
standards) and where approximately 60% of students received free or low cost lunch. The 
researchers attempt to match the schools for similar conditions was not successful because the 
sample size of schools (n=S) was small. The students were also exposed to the majority of 
violence in the community and this program did not extend to the community. This and parental 
communication are two potentially confounding factors that the researchers admittedly did 
not/could not control for. Another significant limitation to the study was that the measurement 
of the results relied on self-report by the students who were aware of the study and as a result 
may have been sensitized to their own violent tendencies. The researchers also point out that 
their survey may not have accurately measured their primary outcome. 
The study receives a rating of fair for the high rate of those lost to follow-up and the 
reliance on self-report despite pieces of previously validated surveys were used. Generalizability 
is not in question in regards to this research since the study showed no effect of the program. 
Positive Action 
In 2003 Flay and Allred followed up on a report previously published in 2001 about the 
Positive Action (PA) program with long term study results. Positive Action is a multi-component 
program that involves a detailed school curriculum using daily lessons, a school climate 
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program, family, and community aspects.29 Each of the program components is comprised of the 
same 6 units: self concept, emotional and physical positive action, responsible managing of 
oneself, getting along with others, being honest, and continually striving to improve oneself. The 
activities that are used to employ these units are varied: lessons, stories, role-playing, modeling, 
games, music, question/answer sessions, activity booklets, and sheets and posters. 
The first study was a matched-control design that used school-level achievement and 
disciplinary data to evaluate Positive Action's effect on two different school districts. The short-
term study found a 16-52% improvement in school achievement and a 78-85% reduction in 
discipline referrals after the program was implemented. The long-term study used archival data 
from one school district that had data on student performance and disciplinary referrals and 
actions for all school levels (elementary through high school) and had schools that had 
implemented Positive Action for 4 or more years. This study looked at outcomes in elementary, 
middle, and high school to examine the long term effects ofP A. 
The outcomes studied were student performance on state aptitude tests, incidence of 
violence per I 00 students, and percentage of students absent for 21 or more days. Flay and 
Allred found that schools with P A scored 40 to 45% better on the state reading test, which was 
significant when controlling for the difference in free and reduced lunches. The other 
standardized test result was not significant. They also found that the program has the most effect 
on the most disadvantaged schools. The other outcomes measured; violence, suspensions, and 
absenteeism, were only marginally significant. They also found a dose-response relationship 
with those receiving more years ofPA for high school drop outs, continuing one's education 
beyond high school, and employment after high school graduation. The authors concluded that a 
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comprehensive program can have effects on multiple domains and that programs designed with 
high intensity and long duration will have the best outcomes. 30 
This study was limited in several ways. It was found that schools that implemented 
Positive Action were fundamentally different from those who did not in the following ways: 
fewer students received free and reduced lunch, less minority students, and higher student to 
teacher ratio. The authors did attempt to control for the differences through matching on school 
characteristics prior to the implementation of P A, however the data Pre-P A that was necessary 
for complete matching was not always available. Another limitation is that the second author on 
the paper is the creator of the Positive Action program as well as the primary collector of the data 
used in analysis. This could bias the report of the results as well as the statistical calculations. 
The research was limited to school level data, so there are no findings about the effects on 
individual students. This study is not generalizable to all schools and school systems only those 
that are willing to implement the program. 
This study receives a rating of fair for the fundamentally different populations in the 
implementation vs. the control group and the lack of control for the differences in addition to the 
study's second author's close involvement with the data. 
Social Problem Solving Curriculum 
In 2002 the Social Problem Solving Curriculum, a cognitive-behavioral intervention's 
results were published by Gottfredson and colleagues. This program was implemented in a 
middle school that was chosen for its high risk population. The school was made up of students, 
teachers, administrators, and staff who were essentially all African American in Southeast 
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Washington, DC. It also had poor attendance and carried the reputation of a high violence and 
"disorderly" school.31 
The program consisted of a two semester implementation of27lessons each semester 
that concentrated on the following problem solving steps: taking time to calm down before 
reacting, stating the problem and one's emotional reaction to it, setting a goal, thinking about the 
consequences of one's actions, and choosing the best plan of action and using it. The lessons 
were taught to 7'h and 81h graders on Tuesdays and Thursdays and two graduate students were 
paid to teach the curriculum to the students. The treatment group was comprised of 188 students 
and the comparison group was made up of226. Students were randomly assigned to either the 
treatment group or the control group. The process of randomization was not well described. The 
two groups were initially equivalent in gender, age, and Walker-McConnell pretest. 
The primary outcome measured was change in social skill competency. This was 
evaluated in several ways. Students' social competency was initially measured with the Walker-
McConnell Scale of Social Competence and School Adjustment, and previously validated 
instrument. Each student was also rated by 1 to 2 of their teachers, and their attendance on the 
days of the curriculum was recorded. Records of student attendance, GP A, and number of days 
suspended were accessed at the end of each semester. Instructors also kept implementation logs 
were they rated the how well each lesson was received as well as whether or not it was 
completed. The Walker-McConnell scale was administered at the end of each semester as well 
as a student self-report questionnaire. 
Gottfredson et a! found statistically significant effects for the treatment group in the self-
report questionnaire on rebellious behavior, victimization, and positive peer association at the 
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end of the school year. Those in the comparison group were less likely to be tardy or absent 
during the year. 
This study's limitations were many. There was initial difficulty in implementation 
because of poor school attendance. Students in the intervention group attended on average 23 of 
the possible 39 days. There was also considerable instructor absence, and schoolO-related losses 
that included: testing, non-curricular events, school assemblies, and subject teacher absence. 
Lessons were also not always completed which further decreased student exposure to the 
curriculum. It was estimated by the authors that only 58 to 79% of the curriculum was actually 
completed in each classroom. The curriculum was never fully implemented in any of the 
classrooms therefore it is difficult to interpret any of the results. It is also stated by the authors 
that the school climate did not have high expectations for their students and that a high quality of 
learning could occur, further increasing implementation difficulty. Students were not able to be 
randomly assigned to the two arms of the study and the administration of the school did not 
disclose how the students were assigned to each individual classroom. The study was not well 
described and could not be duplicated from the published article. This study also paid graduate 
students to teach the curriculum each Tuesday and Thursday. Observation of these teachers led 
the authors to believe that they would be more diligent in teaching the lessons. This factor 
decreases any possible generalizability to regular schools. Thirty-nine of the students were lost 
to follow up. This is not feasible on a larger scale or across multiple schools. The authors 
conclude that school amenability to implementation of any program is most likely a precondition 
for program effectiveness. This study has questionable internal validity from as demonstrated 
above and is not generalizable. 
21 
This study receives a rating of poor. The study was difficult to understand and therefore 
hard to recreate. It was poorly implemented on a limited population. 
Conclusion 
Still other schools are trying out programs that include mandatory ethics classes through 
economics32, a Court TV curriculum that uses three case based learning activities33, TV shows 
were students switch lives34, mentoring programs35, and other classroom implementations such 
as the Responsive Classroom36. Most of these fledgling programs have not been formally 
evaluated. Researchers, teachers, and administrators continue to explore all of the ways that are 
possible to make school a safe-haven for all types of students. The program that is detailed below 
is not unlike many of the efforts that are already being implemented around the U.S. The idea of 
understanding and accepting those who are disabled or live with a condition and disease is not a 
far reaching one. Understanding and learning to embrace the differences of those around is a key 
component to growing up and maturing. This text and program aims to help further augment the 
reahn of acceptance in the lives of middle school children. 
There are a variety of programs that are attempting to reduce teasing and increase 
understanding for all ages of school children. There is currently no documentation of a program 
that broaches the topic of the challenges both physical and psychological that children with 
disability face. This project is similar in design to the programs that have been somewhat 
scientifically evaluated. 
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Section II: Program Overview 
This program entitled "Teaching Tolerance through Children's Own Voices" which will 
initially be manifested in a pilot text designed to teach students and teachers about diseases and 
conditions that kids can attend school with in a way that they will better understand and 
empathize with those who live with chronic illness. The text will be written on a 6th grade level 
with input from children who have the condition or disease. The program will consist of multiple 
lessons that will each involve a short reading that is preceded and followed by a short quiz as 
well as a self report. The program will be evaluated using multiple modes of assessment as were 
the other formally studied programs. Teacher's knowledge, perception of, experience with the 
program will also be evaluated after its completion. If possible students who live with chronic 
disease and attend school that participate in the program will also give their feedback. This 
program will be used to augment the health curriculum that is currently in place in middle school 
health classrooms. As shown to be effective in the prior research this program will only be 
implemented in schools that are willing to participate. 
From the review of the literature, it is suspected that this will increase short-term 
knowledge that students and teachers possess about these certain diseases and conditions as well 
as increase self-report of increased empathy and potentially positively affect the classroom 
climate as perceived by the teachers. 
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Goals and Objectives 
Teaching empathy is currently a hotly debated topic. Most are fledgling programs, and 
therefore, it is currently undetermined as to whether or not empathy and tolerance of differences 
can be effectively taught. This program is like others that are currently being implemented in 
many ways, and it is different in others. This book is meant to be a user-friendly supplement to 
what children are already learning in their health classes. Like other programs it uses real 
information and real stories and conversations to explain chronic diseases and conditions and 
diseases of childhood on the middle school level. 
Adolescence is a tumultuous age where hormones and emotions are high. It is important 
that children have as many resources as possible to access when trying to understand differences 
in others. Right now most schools are making efforts to accommodate students with special 
needs in regards to academic learning and testing via Individualized Education Plans (IEP) and 
504 plans, and some school systems are finding difficulty in meeting these minimum legally 
required programs.37 These programs provide students with the option of special materials, 
techniques, testing centers, and an annual review of the measures taken. 38 These students when 
attending school need to be protected socially as well as academically. One way to do this is 
through increased knowledge about the conditions and diseases that are the reason that children 
obtain the IEP and the 504 in the first place. 
Program Goal 
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• To increase understanding and decrease teasing of children who attend school with 
diseases and conditions. 
• To explain these diseases and conditions in a way that all people who have attained a six 
grade reading level will comprehend them. 
• To create a text that is useful to teachers and school systems as well as one that is useful 
to providers as a reference for parents and children who are diagnosed with the disease. 
Key objectives: 
• Survey of knowledge gained by students and teachers, as well as teacher self-report on 
classroom climate and discipline referral 
• Assess written material with published reading level software. 
• To produce the text in a form that can be piloted and put into the local schools. 
• To evaluate the utility of the pilot for students, teachers, and school systems. 
The Text 
The text will be the product of research on specific childhood disease, and one-on-one 
interviews with children ages seven through seventeen years who were recruited by UNC 
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Hospital Physicians. The initial product will be an abbreviated version of the initial IRB request. 
It will focus on the most common diseases and conditions that kids can attend school with as 
determined by the Center for Disease ControL 
This pilot book will be marketed to teachers, middle schools, and school systems in local 
school systems. It is going to be divided by organ systems and each disease will be limited to 
two pages. The first page will be facts about the disease and the second page will be largely 
made up of each child's input. The pilot text will be comprised of ten diseases that are relatively 
common for children to attend school with. 
The Study 
This study will consist of two arms. The intervention arm will involve a short pilot text, a 
teacher lesson plan for each disease and two evaluations. The evaluations will be given to 
teachers and students prior to the beginning of the planned lessons at the beginning of the quarter 
and at the conclusion of the lessons at the end of the quarter. The control arm also be 
administered to teachers and students will only involve evaluations at the beginning of the grade 
quarter and the end of the grade quarter. 
The study population will consist of middle school students and teachers from the 
Chapel/Carrboro Schools and the Durham County Schools. Each school will be randomly 




The participants in the creation of this book are all volunteers. They include: 
• Children with chronic disease 
• Families of the children 
• Primary care physicians that see pediatric patients in the UNC system 
• Specialty pediatricians 
• Specialty Nurse Practitioners 
• The Hospital School staff 
• F acuity Advisors 
This book is being created by those above and written by one author, me, Kelly Swords. I 
am coordinating all of the above people. My faculty advisors work closely with me and 
advise me on every aspect of the interviews and the book. The children are volunteering 
to be interviewed for one session and at the end of the session are asked if they would 
like to return for a second session. The child's family member is asked to remain present 
for the interview for emotional support. The physicians, the nurse practitioners, and the 
hospital school staff are the initial contact with each child and ask the family if they are 
willing to be contacted to schedule an interview. 
Faculty Advisors 
Who: There can be one to two faculty advisors. He/she should be passionate about the 
book and seeing it to publication. This person should have clinical experience v.;orking 
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with children with chronic diseases and publishing experience. This faculty member 
needs to volunteer this time for this position since there is no funding available for this 
project. 
Responsibilities: 
• Provides support, guidance, and encouragement 
• Helps recruit publishers for book 
• Is the faculty contact for the IRB and other officials 
Referring Providers 
Who: Clinical faculty members, fellows, nurse practitioners, and the hospital school staff 
who work with children who go to school with one of the chronic diseases or conditions 
that is included in the book's topic list (See Appendix A). It is important that the referring 
providers understand the purpose of the interviews being conducted and the intention of 
the book. Each referring provider will have copies of the Recruitment Flyer as well as the 
Consent to Contact form and will meet with Kelly Swords about the purpose of the study. 
Each provider will also be a volunteer participant and recrnit his/her own patients as 
he/she deems appropriate. 
Responsibilities 
• Recruit patients to sign the Consent to Contact form (Appendix) and distribute 
Recruitment Flyers (Appendix B) 
• Briefly inform patients about the purpose of the study and its benefits 
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• Return filled out Consent to Contact forms to Kelly Swords 
Children 
Who: UNC pediatric patients that are receive medical care in the UNC network 
including: UNC Pediatric ENT, UNC Pediatric Surgery, UNC Pediatric Specialty Clinics, 
UNC Pediatrics, Chatham Crossing, and Highgate Pediatrics. This also includes children 
who attend the UNC Hospital School while they are hospitalized in the UNC Children's 
Hospital. Each child has a specific disease or condition and is able to attend school. Each 
child is able to complete one 20 minute to l hour interview of open-ended questions. 
They are able to grant a second interview and submit artwork and pictures if they are 
willing. 
Responsibilities 
• Consent to a one on one interview 
• Complete one interview on their individual experience with a condition or disease 
and going to school 
• Submit a drawing or picture that represents them 
• Select a pseudonym that will represent them in the published book 
Family members of the children 
Who: The parents and guardians of the children being interviewed. 
Responsibilities 
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• Sign a Consent to Contact form to be contacted after meeting with their physician 
and receiving the Recruitment Flyer 
• Be present during the interview to support their child 
• Transport their Child to and from the interview location 
Interview Structure 
Each interview is a one on one format with the child and Kelly Swords. A parent or 
guardian will be present at every interview. The interview questions are predetermined and have 
been approved by the UNC IRB (See Appendix F). 
At the beginning of the meeting Kelly Swords will consent each child and their guardian 
for their participation. At this time she will answer any questions about the study after briefly 
reviewing its purpose and talking about the final project. 
The interview will begin only after all consent forms (including a HP AA health 
information consent form) are signed and all questions have been answered. At the beginning of 
the interview the interviewer will explain to each child that he/she does not have to answer every 
question. That he/she is able to skip as many questions as possible. It will also be explained that 
the child will determine the length of the interview. That they are able to end the interview at any 
time they wish. The interview will have no minimum and will last a maximum of ninety minutes. 
There will be a maximum of 11 questions asked of each child at each interview (See Appendix 
C). The interviews will be audio-recorded and transcribed if permission is granted. Notes will be 
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taken throughout the interview. Children will be asked to select a pseudonym to represent them 
in the book. They will also be asked to submit drawings, paintings, or pictures to place on their 
pages in the book 
Second interviews are optional and will be granted to every child who wishes to have 
one. Second interviews will involve each child looking at the pages of the book that they 
personally contributed to. At this time the interviewer will ask anymore questions that are 
necessary for the book. 
All interviews will be held on UNC properties at UNC Hospitals or in UNC-affiliated 
outpatient clinics. 
Book Template Rationale 
The book will be organized by organ system because this is the organization tactic for the 
major health texts published for middle school students in the U.S. Each disease will be placed 
with the organ system that it dominantly affects or where is deemed most appropriate by the 
faculty advisors and the author. Each disease will receive two pages (See Example 1 ). Each 
disease and condition will be presented in the same format in hopes to increase readability and 
user-friendliness. The pages will be written at a 6'h grade level also in hopes to increase usability. 
The book will be displayed in a question and answer format. 
The first page of each disease or condition will be headed with the name of the disease. 
The first page is meant to convey medical facts about each disease. This page will be from the 
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latest health information on the particular condition. It is the author's aim to include a well-
known health text, a recent journal article, and a webpage if possible. The first page will contain 
the answers to the following questions: 
• What is the disease? 
• What are the first signs and symptoms of the disease? 
• Who acquires the disease? 
• What are the risk factors for this disease? 
• What is the prognosis for the disease? 
• What is the treatment for this disease and can it be cured? 
The second page of each disease section will begin with facts that are memorable about 
each condition. These facts will be presented in hopes to increase the tangibility of each disease 
for the reader. An example is: A type one diabetic in high school who uses insulin shots will get 
over II 00 shots in the abdomen in a school year. 39 The facts will be aimed to show the 
inconvenience of the disease for those students trying to have a normal school life. After the 
facts the medical supplies that are needed for each child will be explained in kid-speak. These 
will also be included in an appendix at the end of the book for quick reference. 
The next section of the second page will include the interview portion about that child's 
life and school. This section will largely be determined by what is said in the interview. After 
that there will be a section detailing what the child wants people to know about him/her and that 
disease. This will be followed by what a middle school student can do to help that cause. This 
will include anything from fundraising walks to what kids can do for individual students at their 
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schools. Finally the second page will conclude with resources that the student can access for 
more information. 
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Example 1: Book Pages (Page 1) 
~current ~spiratory Papi{{omatosis (:Human Papi{[oma 1/irus) 
Rose, 17 years old 
What is Recurrent Respiratory Papillomatosis (RRP)? This is a disease of warty growths 
(papillomas) anywhere from the nose to the lungs, but most of the time they grow in the larynx 
or voice box. They can make it hard to breath. 40 
What are the first signs? Kids can have symptoms for years before anyone knows that they 
have RRP. Some of the first signs are: 
* Having a scratchy voice when talking 
*Face turning blue (cyanosis) 
*Choking 
* Feeling like there is something in your 
throat 
*Coughing 
*Not being able to breath well (Dyspnea) 
* Wheezing like you have asthma 
*(Stridor) 
Who gets it? RRP is usually diagnosed around 4 years old. 
Why do they get it? The type ofRRP that kids get comes from exposure to the Human 
Papilloma Virus (HPV) when they are being born. 
What happens to kids with this disease? Kids who get this disease can have more than 20 
surgeries and be sick for a long time. If this disease it is not recognized in time it can kill. 
Can it be fixed? There is no cure for RRP or HPV. The growths can be burned off with a laser 
during surgery and there are some medicines that people can take. This disease can always come 
back even if it has gone away for a long time (remission). 41 
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(Page 2 Example continued) 
Recurrent Respiratory Papillomatosis 
Facts: 
• HPV is the same virus that causes the warts that everyone gets on your hands and feet and 
skin. 
• It is estimated that there are over 2300 new cases in kids less than 14 years old a year in the 
U.S. 42 
• Scientists think that eating vegetables like cabbage, cauliflower, broccoli and brussel sprouts 
may help with this disease. 
Gear and gadgets that I have: 
There are no medical supplies for this condition 
School stuff: 
"School is pretty much normal for me. The only thing that is different, I think, is that I get teased 
more. My voice is usually very hoarse. And sometimes I get made fun of for having such a 
scratchy deep voice. It is usually better after I get surgery though." 
What I want people to know about me: 
"I want people to know that I can't help how my voice sounds, and that I don't want it to sound 
that way. I have tried to change it. There was one time when I was younger that it was normal for 
5 days. It was great, but then it went away and we never knew why." 
What can a person do to help out? 
"People can help me by not making fun of how I talk, and not imitating me. Once someone has 
imitated you a million times you start to be able to block it out, but it would still be nice ifl 
didn't have to." 








To increase understanding and decrease teasing of children who attend school with diseases and 
conditions, and to explain these diseases and conditions in a W«Y that all people who have 
attained a six grade reading level will comprehend. 
Key objectives: 
• hnprove childhood disease knowledge base among students, teachers, and parents. 
• hnprove access to information about childhood disease and disability by marketing it to 
middle schools. 
• Decrease teasing for children with medical conditions in school. 
Initial Strategies: 
• Market the pilot text to middle schools through school boards, principles, and teacher's 
workshops. 
• hnplement the pilot text in designated schools. 
• Work with teachers and providers to use teacher's manual, as well as, making 
improvements on the teacher's manual. 
• Work with teachers to administer a comprehensive evaluation of the pilot text and its 
utility in survey form to both teachers and students. 
This text will be marketed to middle schools in the local school systems as a 
supplementary text for health classes. The school systems that will be targeted for the pilot 
project will be in Orange and Durham counties and will largely rely on willingness to participate. 
Wben the text is accepted by schools they will be randomly designated to receive the pilot or be 
a control. The text will arrive with an abbreviated teacher's manual addition that describes the 
research process and the proposed use of the text in the classroom. The teacher's manual will 
also include both evaluations. The control classrooms will receive only the two evaluations. 
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Section Ill: Program Plan Challenges, Funding, and 
Evaluation 
Challenges 
There are many challenges that are potential and likely for this program. The initial and 
current challenge will be attaining a grant that will fund the pilot text and its distribution to the 
middle schools. After this hurdle is overcome the next challenge will be finding schools that are 
willing to participate in the program and its evaluation. 
Other current challenges are "staying on the radar" of the recruiting physicians and other 
patient recruiters. Medical professionals often find themselves overextended and busy. It is 
difficult to keep this study in the minds of all of the providers so that they will actively recruit 
their patients. Each physician has been given a brightly colored folder as well as the Consent to 
Contact and Recruitment Flyers. They also receive a reminder email each month in hopes that 
they will reconsider the project as often as possible. 
The final large challenge is following through with the evaluation pIan. This will be 
difficult, especially if the subscribing classrooms are not proximal to the evaluators. Potential 
limitations include: variable teaching methods, different grades of children using the book, 
variable settings in which the book is used, as well as other limitations that are currently 
unidentified. 
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This project is currently without funding which greatly limits the amount of publicity as 
well as the amount of time that can be dedicated uninterrupted to the project at all levels 
including: the author, the faculty advisor, the participating physicians, and the participating 
interviewees and their family members. 
Funding 
This project is not receiving any funding at this time. All time and participation is on a 
volunteer basis. Volunteers and participating physicians and other providers are encouraged to 
participate through all proceeds from the publication are pledged to North Carolina Children's 
Hospital. 
Teaching Tolerance through Children's Own Voices Program Evaluation Plan 
Evaluation Overview 
Program evaluation will allow the school systems the means to assess the effectiveness of 
using the text in the classroom, as well as, provide ways that text and its teaching can be 
improved. A comprehensive evaluation of the program will disclose whether or not the program 
is meetings its aforementioned goals and objectives. This well-planned evaluation will examine 
the text's utility, its' effect on student attitudes, its' readability, any additions or removals that 
should be made, and most importantly it's' effect on the teasing climate for those students with 
medical issues. 
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The evaluation plan will evolve each year to include the most relevant outcomes and the 
continuing research that is being conducted on school systems' students and the ability to teach 
empathy and understanding. This evaluation will be designed to evaluate the attitudes, 
knowledge, and behaviors of the students and the teachers in the school community. The 
implementation process as well as the pre-determined outcomes will be assessed. These 
assessments will be used towards the continued augmentation and improvement of the text, the 
teacher's manual, and the program plan. 
Internal evaluation by the individual teachers may be appropriate to assess the 
introduction of the text into their classrooms and more specifically presentation of the individual 
sections ofthe book. Allowing each teacher to evaluate the text's implementation in his or her 
classroom will add to the comprehensive evaluation. 
The external evaluation is important to supply confirmation of program effectiveness and 
allow the publishers more incentive to promote the text to school systems. This will also allow 
the author to update and more effectively edit the text. This part of the evaluation may also 
provide schools with motivation to purchase the text and implement the program. 
Evaluation Design and Methods 
The randomized control trial was developed to provide the strongest possible evidence 
for or against the implementation of this text. In addition a variety of assessment tools including 
qualitative and quantitative measures would be used. The evaluation would also include 
observational recordings from the teachers and care providers. 
The short-term evaluation will focus on individual teacher and provider feed back on the 
text, the teacher's manual, and the classroom climate. For example, this evaluation will look at 
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the utility of the texts and the ease of integration into the existing curriculum as well as teacher 
acceptance of the text. The long-term evaluation will focus on the outcomes and the impact of 
the program, in addition to the extent increase in understanding of childhood diseases and 
conditions. 
General Study Design 
The short-term evaluation will consist of observational and qualitative feed back. Each 
teacher's manual will contain a qualitative long answer survey for the teachers and the students 
to return at the beginning and the end of the semester. The long-term evaluation will consist of a 
randomized control trial. This RCT will examine pre-determined primary and secondary 
outcomes. 
Study Methods 
Short-term Implementation Evaluation 
Formation of assessment tools: Open-ended surveys with teachers, providers and selected 
students will be used to determine level of utility, understanding, and implementation of the text. 
It will also assess if there is a classroom climate change in regards to teasing and bullying. This 
information will be used to continually evolve the usage of the text, the design of the book itself, 
and its marketing strategy. The results of the short-term will also be used to re-design the short-
term analysis as necessary. 
40 
Program organization!strocture: The content and the usability of the program will be examined 
by reviewing the survey that is distributed with the books from both students and teachers. 
On-going classroom assessment: The effectiveness of the text will be assessed by the survey 
which will be filled out prior to the book's use and at the end of the semester. The pre-
implementation surveys will assess the baseline knowledge of the diseases discussed in the text, 
the current attitude towards children with chronic conditions, and the current perception of 
presentation of disease in health class from the vantage point of both students and teachers. The 
post-implementation surveys will assess knowledge of those things after a semester of text use. 
Clinical usage: The use ofthis text in clinical settings will also be assessed via survey. These 
surveys will address provider referral to the text and patient reaction to the information. 
Providers can provide recommendations for improvement. 
Long-term Outcome Evaluation 
Outcome Measure: The long-term evaluation will be assessed via a randomized-control trial with 
pre-determined outcome measures. The RCT will be set up as a comparison between 
classrooms. Teachers in schools will be randomly selected as a classroom that implements the 
text or as a control. The teachers that will use the text will receive one book for each student and 
a teacher's manual that will help them integrate the text into their lesson plan. The control 
teachers will be asked to say at the beginning of teaching the health class: "Please do not tease or 
make fun of kids that are sick or are different from you." 
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The RCT will assess students through two main outcomes. The outcomes that will be 
assessed are the following: the number of discipline referrals in both classrooms and average 
grades of students in each classroom. Several secondary outcomes will also be assessed: the 
written reason for disciplinary referral and lunchtime discipline referrals. 
Discipline referral data and health class grades for the 2 years prior to program 
implementation will be documented and used as a baseline for comparison. The outcome 
measures will be collected in the same fashion for both the intervention and the control group. 
The students wiii be assigned a number that correlates with their randomization assigmnent for 
de-identification. Their grades and discipline referrals will be submitted to the principle 
investigator who wiii be blinded to the randomization. The grades and discipline referrals will be 
logged into a spread sheet. Student grades and referrals will be recorded 1 month after 
implementation, 3 months after implementation, 6 months after implementation, and finally one 
year after implementation. 
The principle investigator and the faculty advisor will remain blinded to the study groups 
for the duration of the study. 
Study Limitations 
Both the qualitative and quantitative studies potentially possess significant limitations. 
The surveys to assess the short-term implementation may or may not be returned in a timely 
fashion or at aiL These surveys have a heavy dependence on teacher, student, and provider 
participation. Those who respond may have an outstanding bias or be proactively involved in the 
care of or a relationship with a child who has one of the conditions or diseases discussed in the 
text. Because of this these people could already have a larger knowledge base about the topics 
42 
discussed. It is also important to point out that neither students nor teachers will be made blind 
to the intervention. This could also bias self report in the direction of a stronger effect seen. 
The RCT's power may be limited in power by numbers of classrooms emolled. Proper 
randomization may not be possible. This project is currently unfunded, therefore willing schools 
or individual teachers will have to use the provided materials from the researcher and then they 
would be "self'-randomized. The potential small size of the classrooms involved and the amount 
of classrooms that are willing to participate may limit the generalizability of the study's results. 
This study wiii also be limited by duration. It wiii only last for I 0 lessons in whatever time 
period that a teacher wants to present them in the classroom. Since other studies have found a 
dose/effect relationship this may limit the effect size seen in the results. 
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Appendices 
Appendix A: Disease/Condition List 
Children's Book Project Disease List Update January 19, 2006 




Cancer Patients (solid tumors) 
Cerebral Palsy 
Cleft Lip/Palate 
Congenital Heart Malformation (Tetralogy, ASD) 
Cystic Fibrosis 
Diabetes type 1 










Inflammatory Bowel Disease (Crohn's disease, Ulcerative Colitis) 
Incontinence 
Imperforate Anus 












Obstructive Sleep Apnea (snoring) 
Psych (PTSD, Divorce, Sibling of child with chronic disorder, depression) 
Scoliosis 
Sickle Cell Anemia 





Appendix B: Recruitment Flyer 
**************************************************** 
Teaching Tolerance through Children's Own Experience 
IRB# SOM 05-001 
You have been asked to participate in a research study that will result in a 
supplementary health text for middle school children. 
This book will be a soft -cover less than 100 page text that will explain common 
childhood diseases and conditions on a 6th to 81h grade level. It is meant to help 
children and teachers understand the similarities and differences that children with 
a common disease or condition may experience during school. 
Your participation is needed to voice your experiences with school and with your 
condition and disease. 
My name is Kelly Swords, and I am a 41h year medical student taking this year to 
complete my Master's of Public Health. I began planning this book when I was a 
high school teacher for two years prior to medical school. I noticed that my 
students with common conditions and diseases were often teased. I worked to 
discover the route of this teasing and found that in most cases it was a result of 
misunderstanding and fear from the other children. I began looking around and 
realized there is a lack explanation of common childhood diseases and conditions. 
Your participation in this project would be 1 to 2 interviews of open-ended 
questions (the second interview would be optional). You would set the length of 
time for these interviews. They will last anywhere from 30 minutes to 2 hours. You 
would remain anonymous in the book. One benefit of this study is that when this 
book is published, all proceeds will go to NC Children's Hospital. 
If you choose to participate please tell your physician and I will contact you or you 
can choose to contact me by phone or by email: Kelly Swords (919)-967-5283 or 
Kelly_ Swords@med.unc.edu 




Appendix C: Interview questions 
SOM 05-001 Teaching Tolerance through Children's Own Experience 
1. When were you diagnosed? 
2. Does this make it hard to go to school? Is there anything that is different for you at school 
than it is for other people (In the Classroom? Testing? PE? Lunch?) ? 
3. What treatment have you (do you) receive? How often do you go to the doctor? 
4. What school activities can you participate in? What school activities are you not able to 
participate in? What is your favorite thing to do? Least Favorite? 
10. What would you like people to know about your disease/condition? 
11. What do you want to be when you grow up (What is your most important goal)? 
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Appendix D: Consent to Contact 
University of North Carolina-Chapel Hill 
Consent to Contact 
IRB# SOM 05-001 
Consent Form Version Date: February 9, 2006 
Title of Study: Teaching Tolerance through a Children's Own Experience 
Principle Investigator: Kelly Swords 
Study Contact telephone number: (919)967-5283 
Study Contact email: Kelly_Swords@med.unc.edu 
Release of Contact Information Agreement: 
I have read and understand the research flyer provided to me by my child's physician, 
_Dr. at UNC Hospitals. I am interested in being contacted by Kelly Swords. I 
understand that releasing my contact information in no way obligates me to participate in this 
study. I understand that I will be contacted by Kelly Swords, at which time she will answer any 
further questions my child and I have about this study. At this time ifl am willing to participate 
she will set up and time and place to conduct an interview. 
Signature of Parent Date 
Printed N arne of Parent 
Our Contact Information: 
Child's Name--------------
Parent's Name ______________ Preferred Name _____ _ 
I prefer to be contacted by __ phone email 
---· 
Phone number where I can be reached (day) __________ _ 
Phone number where I can be reached (night) _________ _ 
Time of day I preferred to be called __________ _ 
Email address (if applicable)------------
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Appendix E: Consent forms 
University of North Carolina-Chapel Hill 
Assent to Participate in a Research Stndy 
Adolescent Participants age 15-17 
Social Behavioral Form 
IRB Study #_SOM 05-001 
Assent Form Version Date: _January 19, 2006_ 
Title of Study: Teaching Tolerance through School-Age Children's Own Experience with 
Disease 
Principal Investigator: Kelly Swords 
UNC-Chapel Hill Department: School of Medicine 
UNC-Chapel Hill Phone number: (919)967-5283 
Email Address: Kelly_ Swords@med.unc.edu 
Faculty Advisor: Amelia Drake, M.D. 
Funding Source: N/ A 
Study Contact telephone number: (919)967-5283 
Stndy Contact email: Kelly_Swords@med.unc.edu 
What are some general things you should know about research studies? 
You are being asked to take part in a research study. Your parent, or guardian, needs to give 
permission for you to be in this study. You do not have to be in this study if you don't want to, 
even if your parent has already given permission. To join the study is voluntary. You may refuse 
to join, or you may withdraw your consent to be in the study, for any reason, without penalty. 
Research studies are designed to obtain new knowledge. This new information may help people 
in the future. You may not receive any direct benefit from being in the research study. There 
also may be risks to being in research studies. 
Details about this study are discussed below. It is important that you understand this information 
so that you can make an informed choice about being in this research study. You will be given a 
copy of this consent form. You should ask the researchers named above, or staff members who 
may assist them, any questions you have about this study at any time. 
What is the purpose of this study? 
The purpose ofthis research study is to learn about common childhood and adolescent conditions 
and diseases from children who live with them, and to produce a readable and user-friendly 
supplemental health text for middle school students explaining these diseases and conditions. 
You are being asked to be in the study because you have one of the conditions/diseases that this 
text is describing. 
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How many people will take part in this stndy? 
If you decide to be in this study, you will be one of approximately 45 people in this research 
study. 
How long will your part in this study last? 
The study will consist of one to two interviews lasting from 30 minutes to 2 hours. You will set 
the length of time and determine if you would like to have a second interview. 
What will happen if you take part in the study? 
You will answer questions about your condition or disease and school. The questions are open-
ended. Some examples of the questions are: 
12. When were you diagnosed? 
13. Does this make it hard to go to school? Is there anything that is different for you at school than it 
is for other people (In the Classroom? Testing? PE? Lunch?)? 
14. What school activities can you participate in? What school activities are you not able to 
participate in (if any)? What is your favorite thing to do? Least Favorite? 
15. What is a normal day like for you? 
You may choose not to answer some of the questions asked during the interview. You may also 
stop the interview at any time. You will be given the opportunity at the end of the interview to 
help design the one to two pages of the book that will be dedicated to your health condition or 
disease. At this time you will also choose whether or not you would like to have a second 
interview during which you would see the portion of the text that you contributed to. 
If you agree, this study may involve audio recording. The audio taping can be stopped at any 
point during the interview if you wish. The audio tapes would be used to accurately quote your 
answers to the questions. These tapes will also be stored in a locked file cabinet when not in use 
and will be destroyed or given to you if you desire at the end of the study. 
What are the possible benefits from being in this stndy? 
Research is designed to benefit society by gaining new knowledge. You may not benefit 
personally from being in this research study. All proceeds form the book that is being written as 
part of this study will go to NC Children's Hospital. 
What are the possible risks or discomforts involved from being in this study? 
One risk of participating in this study is the possibility of becoming upset during the interview. If 
you do become upset or for any reason, the interview will be stopped and you will choose if you 
would like to take a break or stop the interview completely. The risks are being minimized by 
allowing you to determine how much you want to participate and by allowing a family member 
to be present throughout the interview. You will be reminded during the interview that you do 
not have to answer any question that makes you do not want to and that you are allowed to stop 
the interview at anytime. 
There may be uncommon or previously unknown risks. You should report any problems to the 
researcher. 
How will your privacy be protected? 
You will only be identified by your age and your condition or disease in the interview notes and 
the textbook. You will be assigned a pseudonym. All records will refer to this pseudonym. 
50 
These documents will remain locked in a cabinet when not in use. The interviewer, Kelly 
Swords, will be the only person accessing these records. 
Participants will not be identified in any report or publication about this study. Although every 
effort will be made to keep research records private, there may be times when federal or state law 
requires the disclosure of such records, including personal information. This is very unlikely, 
but if disclosure is ever required, UNC-Chapel Hill will take steps allowable by law to protect 
the privacy of personal information. In some cases, your information in this research study could 
be reviewed by representatives of the University, research sponsors, or government agencies for 
purposes such as quality control or safety. 
Will you receive anything for being in this stndy? 
You will not receive anything for taking part in this study. 
What if you have questions about this study? 
You have the right to ask, and have answered, any questions you may have about this research. If 
you have questions, or concerns, you should contact the researchers listed on the first page ofthis 
form. 
What if you have questions about your rights as a research participant? 
All research on human volunteers is reviewed by a committee that works to protect your rights 
and welfare. If you have questions or concerns about your rights as a research subject you may 
contact, anonymously if you wish, the Institutional Review Board at 919-966-3113 or by email 
to IRB _subjects@unc.edu. 
Participant's Agreement: 
I have read the information provided above. I have asked all the questions I have at this time. I 
voluntarily agree to participate in this research study. 
Your signature if you agree to be in the study Date 
Printed name if you agree to be in the study 
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Appendix F: HIPAA Release 
HIP AA Authorization for Use and Disclosure of Health Information for Research Purposes 
University of North Carolina-Chapel Hill 
IRB Study # __ SOM 05-001-----:-----
UNC-Chapel Hill Principal Investigator (Researcher): Kelly Swords 
111 Friar Lane Carrboro, NC 27510 
This is a permission called a "HlP AA authorization." It is required by "The Health Insurance 
Portability and Accountability Act of 1996" (known as "HlP AA") for us to get information from 
your medical records or health insurance records to use in this research study. 
I. If you sign this HlP AA authorization form you are giving your permission for the following 
people or groups to give the researchers certain information (described in #2 below) about you: 
Any health care providers or health care professionals or health plans that have provided health 
services, treatment, or payment for you such as physicians, clinics, hospitals, home health 
agencies, diagnostics centers, laboratories, treatment or surgical centers, including but not 
limited to the UNC Health Care System, health insurance plans, and government health agencies. 
2. If you sign this HlP AA authorization form, this is the health information about you that the 
people or groups listed in #1 may give to the researchers to use in this research study: 
The duration of your condition/disease, treatment that you have received or are currently 
receiving, number and duration of hospitalizations and rehabilitation, and medical procedures, or 
conditions that prevented you from attending school. 
3. The people or groups listed in #I on this form may give this health information to the 
researcher listed at the top of this form (UNC-Chapel Hill Principal Investigator) or to another 
researcher working on this research study. This information may also be shared with, used by or 
seen by the sponsor of the research study, the sponsor's representatives, officials of the IRB, and 
certain employees of the university or government agencies if needed to oversee the research 
study. 
4. The HlP AA rules that apply to your medical records will not apply to your information in the 
research study records. The informed consent document describes the procedures in this 
research study to protect your personal information. You can also ask the researchers any 
questions about what they will do with your personal information and how they will protect your 
personal information in this research study. 
5. If you want to participate in this research study, you must sign this HlP AA authorization form 
to allow the people or groups listed in #1on this form to have access to the information about you 
that is listed in #2 on this form. If you do not want to sign this HlP AA authorization form, you 
cannot participate in this research study but not signing the authorization form will not change 
your right to treatment, payment, enrolhnent or eligibility for medical services outside of this 
research study. 
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6. This HIP AA authorization will not stop unless you stop it in writing. 
OR 
This HIP AA authorization will stop or July 31, 2008 
7. You have the right to stop this HIP AA authorization at any time. HIP AA rules are that if you 
want to stop this HIP AA authorization, you must do that in writing. You may give your written 
stop of this HIP AA authorization directly to the people or groups listed in #I on this form or you 
may give it to the researcher and tell the researcher to send it to any person or group the 
researcher has given a copy of this HIP AA authorization. Stopping this HIP AA authorization 
will not stop information sharing that has already happened. 
8. You will be given a copy of this signed HIPAA authorization. 
Signature of Research Subject Date 
Print Name of Research Subject 
For Personal Representative of the Research Participant (!(applicable) 
Print Name ofPersonal Representative: ----c---c-------,-....,.---,.---
Please explain your authority to act on behalf of this Research Subject: 
I am giving this permission by signing this HIP AA Authorization on behalf of the Research 
Participant. 
Signature of Personal Representative Date 
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Appendix G: Consent Form Parental Permission 
University of North Carolina-Chapel Hill 
Parental Permission for a Minor Child to Participate in a Research Study 
Social Behavioral Form 
IRB Study #_SOM 05-001----::---::-::-::-::-::-::--
Cousent Form Version Date: _January 19, 2006_ 
Title of Study: Teaching Tolerance through School-Age Children's Own Experience with 
Disease 
Principal Investigator: Kelly Swords 
UNC-Chapel Hill Department: School of Medicine 
UNC-Chapel Hill Phone number: (919)967-5283 
Email Address: Kelly_Swords@med.unc.edu 
Faculty Advisor: Amelia Drake, M.D. 
Funding Source: N/ A 
Study Contact telephone number: (919)967-5283 
Study Contact email: Kelly_ Swords@med.unc.edu 
What are some general things you should know about research studies? 
You are being asked to allow your child to take part in a research study. To join the study is 
voluntary. You may refuse to give permission, or you may withdraw your permission for your 
child to be in the study, for any reason. Even if you give your permission, your child can decide 
not to be in the study or to leave the study early. 
Research studies are designed to obtain new knowledge. This new information may help people 
in the future. Your child may not receive any direct benefit from being in the research study. 
There also may be risks to being in research studies. 
Details about this study are discussed below. It is important that you understand this information 
so that you and your child can make an informed choice about being in this research study. 
You will be given a copy of this permission form. You and your child should ask the researchers 
named above, or staff members who may assist them, any questions you have about this study at 
anytime. 
What is the purpose of this study? 
The purpose of this research study is to learn about common childhood and adolescent conditions 
and diseases from children who live with them, and to produce a readable and user friendly 
supplemental health text for middle school students that explains these diseases and conditions. 
Your child is being asked to be in the study because she or he has one of the conditions/diseases 
that this text is describing. 
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How many people will take part in this study? 
If your child is in this study, your child will be one of approximately~ people in this research 
study. 
How long will your child's part in this study last? 
The study will consist of one to two interviews lasting from 30 minutes to 2 hours. Your child 
will set the length of time and determine if he or she would like to have a second interview. 
What will happen if your child takes part in the study? 
Your child will answer questions about their condition or disease and schooL The questions are 
open-ended. Your child may choose not to answer any of the questions that are asked. They may 
also end the interview at any time they wish. They will be given the opportunity at the end of the 
interview to help design the one to two pages of the book that will be dedicated to their health 
condition or disease. At the this time they will also choose whether or not they would like to 
have a second interview where they would preview their portion of the text. 
What are the possible benefits from being in this study? 
Research is designed to benefit society by gaining new knowledge. Your child may not benefit 
personally from being in this research study. 
What are the possible risks or discomforts involved from being in this study? 
There are no known risk factors for participating in this study. The risks are being minimized by 
allowing the child to choose how much she or he wants to participate and by allowing a family 
member to be present throughout the interview. 
There may be uncommon or previously unknown risks. You should report any problems to the 
researcher. 
How will your child's privacy be protected? 
Your child will be identified by age and condition only in all recorded documents. Your child 
will be assigned a pseudonym. All records will refer to this pseudonym. These documents will 
remain locked in a cabinet when not in use. The interviewer, Kelly Swords will be the only 
person accessing these records. 
Participants will not be identified in any report or publication about this study. Although every 
effort will be made to keep research records private, there may be times when federal or state law 
requires the disclosure of such records, including personal information. This is very unlikely, 
but if disclosure is ever required, UNC-Chapel Hill will take steps allowable by law to protect 
the privacy of personal information. In some cases, your information in this research study could 
be reviewed by representatives of the University, research sponsors, or government agencies for 
purposes such as quality control or safety. 
This study may involve audio recording if you and your child agree. The audio taping may be 
stopped at any point during the interview if you or your child wishes. The audio tapes would be 
used to accurately quote your child's answers to the questions. These tapes will also be stored in 
a locked file cabinet when not in use and will be destroyed or given to your family.if you wish at 
the end of the study. 
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Will you receive anything for being in this study? 
You will not receive anything for taking part in this study. 
Will it cost you anything for your child to be in this study? 
There will be no costs for being in the study 
What if you are a UNC student? 
You may choose not to give permission for your child to be in the study or to stop being in the 
study before it is over at any time. This will not affect your class standing or grades at UNC-
Chapel Hill. You will not be offered or receive any special consideration if your child takes part 
in this research. 
What if you are a UNC employee? 
Your child's taking part in this research is not a part of your University duties, and refusing to 
give permission will not affect your job. You will not be offered or receive any special job-
related consideration if your child takes part in this research. 
What if you or your child has questions about this study? 
You and your child have the right to ask, and have answered, any questions you may have about 
this research. If you have questions, or concerns, you should contact the researchers listed on the 
first page of this form. 
What if you or your child has questions about your child's rights as a research participant? 
All research on human volunteers is reviewed by a committee that works to protect your child's 
rights and welfare. If you or your child has questions or concerns about your child's rights as a 
research subject you may contact, anonymously if you wish, the Institutional Review Board at 
919-966-3113 or by email to IRB _ subjects@unc.edu. 
Parent's Agreement: 
I have read the information provided above. I have asked all the questions I have at this time. I 
voluntarily give permission to allow my child to participate in this research study. 
Printed Name of Research Participant (Child) 
Signature of Parent Date 
Printed Name of Parent 
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Appendix H: IRB Approval 
OFFICE OF HUMAN RESEARCH ETHICS 
Institutional Review Board 
APPLICATION FOR IRB APPROVAL OF 
HUMAN SUBJECTS RESEARCH 
Version 28-Sep-2005 
Part A.l. Contact Information, Agreements, and Signatures 
ForiRB Use 
Behav Bio Dent Nurs PH 
IRB Study# SOM 05-001 __ 
Rec'd, _______ _ 
Full 'Ei!JiiiJ!~ Exempt 
Title of Study: Teaching Tolerance through Children's Own Experience with Disease Date: 01/19/06 
Name and degrees of Principal Investigator: Kelly Swords 
Department: School of Medicine Mailing address: Ill Friar Lane Carrboro, NC 27510 
UNC-CHPID: 7019-81411 Pager: N/A 
Phone#: (919)967-5283 Fax#: N/A Email Address: Kelly_Swords@med.unc.edu 
For trainee-led projects: _undergraduate _X_ graduate _ postdoc _resident _ other 
Name of faculty advisor: Amelia Drake M.D. 
Department: Otolaryngology Mailing address/CB #:1115 Bioinformatics Bldg/ CB# 7070 
Phone#: (919)966-3341 Fax#: Email Address: amelia_drake@med.unc.edu 
Name, phone number, email address of project manager or coordinator, if any: N/A 
List all other project personnel including co-investigators, and anyone else who has contact with 
subjects or identifiable data from subjects: Jacob Lohr M.D., Jim Kurz, M.D., Dan VonAllmen, M.D. 
Name of funding source or sponsor: 
_X_ not funded Federal State _ industry foundation UNC-CH 
_ other (specify): Sponsor or award number: 
Include following items with your submission, where applicable. Check the items below and include in 
order listed. 
o This application. One copy must have original PI signatures. 
o Consent and assent forms, fact or information sheets; include phone and verbal consent scripts 
o HIP AA authorization addendum to consent form 
o All recruitment materials including scripts, flyers and advertising, letters, emails 
o Questionnaires, scripts used to guide phone or in-person interviews, etc. 
o Focus group guides 
o Data use agreements (may be required for use of existing data from third parties) 
o Addendum for Multi-Site Studies where UNC-CH is the Lead Coordinating Center 
o Documentation of reviews from any other committees (e.g., GCRC, Oncology) 
o Documentation of training in human research ethics for all study personnel 
o Investigator Brochure if a drug study 
o Protocol, grant application or proposal supporting this submission; (e.g., extramural grant 
application to NIH or foundation, industry protocol, student proposal) 
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Principal Investigator: I will personally conduct or supervise this research study. I will ensure 
that this study is performed in compliance with all applicable laws, regulations and University 
policies regarding human subjects research. I will obtain IRB approval before making any 
changes or additions to the project. I will notifY the IRB of any other changes in the information 
provided in this application. I will provide progress reports to the IRB at least annually, or as 
requested. I will report promptly to the IRB all unanticipated problems or serious adverse events 
involving risk to human subjects. I will follow the IRB approved consent process for all 
subjects. I will ensure that all collaborators, students and employees assisting in this research 
study are informed about these obligations. All information given in this form is accurate and 
complete. 
Signature of Principal Investigator Date 
Facultv Advisor if PI is a Student or Trainee Investigator: I accept ultimate responsibility for 
ensuring that this study complies with all the obligations listed above for the PI. 
Signature of Faculty Advisor Date 
Department or Division Chair, Center Director (or counterpart) of PI: (or Vice-Chair or 
Chair's designee if Chair is investigator or otherwise unable to review): I certify that this 
research is appropriate for this Principal Investigator, that the investigators are qualified to 
conduct the research, and that there are adequate resources (including financial, support and 
facilities) available. I support this application, and hereby submit it for further review. 
Signature of Department Chair or designee Date 
Print Name of Department Chair or designee Department 
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Part A.2. Summary Checklist 
Are the following involved? 
A.2.1. Existing data, research records, patient records, and/or human biological specimens? 
A.2.2. Surveys, questionnaires, interviews, or focus groups with subjects? 
A.2.3. Videotaping, audiotaping, filming of subjects? 
A.2.4. Do you plan to enroll subjects from these vulnerable or select populations: 
a. UNC-CH students or UNC-CH staff? 
········································································· 
b. Non-English-speaking? ............................................................................................... 




e. Prisoners, parolees and other convicted offenders? 
···················································· 
f. Pregnant women? ........................................................................................................ 
g. Minors (less than 18 years)? If yes, give age range: 8 to 18 years ..................... 
A.2.5. a. Is this a multi-site study (i.e., involves organization(s) outside UNC-CH)? 
b. Will any of these sites be outside the United States? 
If yes, provide contact information for the foreign IRB. 
c. Is UNC-CH the sponsor or lead coordinating center? 
If yes, include the Addendum tpr Multi-site Studies where UNC-CH is the Lead 
Coordinating_ Center. 
A.2.6. Will there be a data and safety monitoring committee (DSMB or DSMC)? 
A.2.7. a. Are you collecting sensitive information such as sexual behavior, HIV status, 
recreational drug use, illegal behaviors, child/physical abuse, immigration status, etc? 
b. Do you plan to obtain a federal Certificate of Confidentiality for this study? 
A.2.8. a. lnvestigational drugs? (provide IND # ) 
b. Approved drugs for "non-FDA-approved" conditions? 
All studies testing substances in humans must provide a letter of acknowledgement from 
the UNC Health Care Investigational Drug Service (IDS). 
A.2.9. Placebo(s)? 
A.2.10. lnvestigational devices, instruments, machines, software? (provide IDE # ) 
A.2.11. Fetal tissue? 
A.2.12. Genetic studies on subjects' specimens? 
A.2.13. Storage of subjects' specimens for futnre research? 
If yes, see instructions within the form Consent tpr Stored Same.fes. 
A.2.14. Diagnostic or therapeutic ionizing radiation, or radioactive isotopes, which subjects 
would not receive otherwise? 
If yes, approval by the UNC-CH Radiation Sa{j!IJ!. Committee is required. 
A.2.15. Recombinant DNA or gene transfer to human subjects? 
If yes, approval by the UNC-CH Institutional Biosa{j!IJ!. Committee is required. 
A.2.16. Does this study involve UNC-CH cancer patients? 
. 
If yes, submit this application directly to the Oncolotn: Protocol Review Committee. 
A.2.17. Will subjects be studied in the General Clinical Research Center (GCRC)? 
If yes, obtain the GCRC Addendum from the GCRC and submit complete application 















































Part A.3. Conflict oflnterest Questions and Certification 
The following questions apply to all investigators and study staff engaged in the design, conduct, or 
reporting results of this project and/or their immediate family members. For these purposes, "family" 
includes the individual's spouse and dependent children. "Spouse" includes a person with whom one 
lives together in the same residence and with whom one shares responsibility for each other's welfare and 
shares financial obligations. 
A.3. I. Currently or during the term of this research study, does any member of the 
research team or his/her family member have or expect to have: 
(a) A personal financial interest in or personal financial relationship (including gifts 
of cash or in-kind) with the sponsor of this study? ~yes X no 
(b) A personal financial interest in or personal financial relationship (including gifts 
of cash or in-kind) with an entity that owns or has the right to commercialize a 
product, process or technology studied in this project? ~yes X no 
(c) A board membership of any kind or an executive position (paid or unpaid) with 
the sponsor of this study or with an entity that owns or has the right to 
commercialize a product, process or technology studied in this project? yes X no 
A.3 .2. Has the University or has a University-related foundation received a cash or in-
kind gift from the Sponsor of this study for the use or benefit of any member of the 
research team? ~yes X no 
A.3.3. Has the University or has a University-related foundation received a cash or in-
kind gift for the use or benefit of any member of the research team from an entity that 
owns or has the right to commercialize a product, process or technology studied in this 
project? ~yes X no 
If the answer to ANY of the questions above is yes, the affected research team member(s) must 
complete and submit to the Office of the University Counsel the form accessible at http://coi.unc.edu. 
List name( s) of all research team members for whom any answer to the questions above is yes: 
Certification by Principal Investigator: By submitting this IRB application, I (the PI) 
certify that the information provided above is true and accurate regarding my own 
circumstances, that I have inquired of every UNC-Chapel Hill employee or trainee who will 
be engaged in the design, conduct or reporting of results ofthis project as to the questions 
set out above, and that I have instructed any such person who has answered "yes" to any of 
these questions to complete and submit for approval a Conflict oflnterest Evaluation 
Form. I understand that as Principal Investigator I am obligated to ensure that any 
potential conflicts of interest that exist in relation to my study are reported as required by 
University policy. 
Signature of Principal Investigator Date 
Faculty Advisor if PI is a Student or Trainee Investigator: I accept ultimate responsibility 
for ensuring that the PI complies with the University's conflict of interest policies and 
procedures. 
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Signature of Faculty Advisor Date 
61 
Part A.4. Questions Common to All Studies 
For all questions. if the study involves only secondary data analysis. focus on your proposed design, 
methods and procedures, and not those of the original study that produced the data you plan to use. 
A.4.1. Brief Summary. Provide a brief non-technical description of the study, which will be used for 
internal and external communications regarding this research. Include purpose, methods, and 
participants. Typical summaries are 50-100 words. 
This is research will consist of 1 to 2 interviews with school age children who live with certain diseases or 
conditions. The information will be used to augment a Middle School health text supplement that I am 
writing, which focuses on better more kid-friendly explanations about kids who attend school with 
health conditions. The interviews will consist of Open-ended questions that focus on the children's 
experience of living and attending school with their disease or health condition. 
A.4.2. Purpose aud Rationale. Provide a summary of the background information, state the research 
question(s ), and tell why the study is needed. If a complete rationale and literature review are in an 
accompanying grant application or other type of proposal, only provide a brief summary here. If there is 
no proposal, provide a more extensive rationale and literature review. 
This book is being created to provide middle school students with a brief introduction to common 
diseases/conditions in childhood that kids can attend school with. The motivation behind this book is 
to provide adolescents with a readable and comprehensible insight into their peer's lives. 
The interview will have the following open ended questions (if applicable): 
16. When were you diagnosed? 
17. Does this make it hard to go to school? Is there anything that is different for you at school than it 
is for other people (In the Classroom? Testing? PE? Lunch?)? 
18. What treatment have you (do you) receive? How often do you go to the doctor? 
19. What school activities can you participate in? What school activities are you not able to 
participate in? What is your favorite thing to do? Least Favorite? 
20. What is a normal day like for you? 
21. How do you feel about (your diagnosis)? 
22. What do you like about yourself? 
23. What is the happiest (best) thing in your life? 
24. What is the toughest thing in your life? 
25. What would you like people to know about your disease/condition? 
26. What do you want to be when you grow up (What is your most important goal)? 
These interviews will be used to enhance the facts presented in and broaden other children's 
understanding of each of the diseases and conditions in the supplementary health text. This 
study/interview process is needed because there are a paucity of reader-friendly middle school health texts 
and an even greater lack of books that approach childhood disease in a clear and concise manner. This 
book is intended to be a brief and informative look into common conditions and diseases of adolescents 
written on a 6" through s" grade reading leveL 
A.4.3. Full description of the study design, methods and procedures. Describe the research study. 
Discuss the study design; study procedures; sequential description of what subjects will be asked to do; 
assignment of subjects to various arms of the study if applicable; doses; frequency and route of 
administration of medication and other medical treatment if applicable; how data are to be collected 
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(questionnaire, interview, focus group or specific procedure such as physical examination, venipuncture, 
etc.). Include information on who will collect data, who will conduct procedures or measurements. 
Indicate the number and duration of contacts with each subject; outcome measurements; and follow-up 
procedures. If the study involves medical treatment, distinguish standard care procedures from those that 
are research. If the study is a clinical trial involving patients as subjects and use of placebo control is 
involved, provide justification for the use of placebo controls. 
This study consists of an interview format. I will personally conduct each interview. I will record the 
responses by hand and audiotape if the child and the family give their consent. The child will be 
interviewed with a family member present. This family member will not be the focus of the interview. 
There will be no physical exams conducted, and I will not consult the child's medical records. Each 
child and their family member will participate in one interview. There is a possibility of a second 
interview if they are willing and they did not answer all of the questions in the first interview, 
however this is unlikely to be necessary in most cases. The duration of the interview will be 
determined by the child and their family member. 
A.4.4. Benefits to subjects and/or society. Describe any potential for direct benefit to individual 
subjects, as well as the benefit to society based on scientific knowledge to be gained; these should be 
clearly distinguished. Consider the nature, magnitude, and likelihood of any direct benefit to subjects. If 
there is no direct benefit to the individual subject, say so here and in the consent form (if there is a 
consent form). Do not list monetary payment or other compensation as a benefit. 
The children would benefit indirectly by teaching their peers, siblings, families, and teachers in 
developing a better understanding of going to school with a disease or condition through their 
interview and help in designing their condition or diseases page. 
A.4.5. Full description of risks and measures to minimize risks. Include risk of psychosocial harm 
(e.g., emotional distress, embarrassment, breach of confidentiality), economic harm (e.g., loss of 
employment or insurability, loss of professional standing or reputation, loss of standing within the 
community) and legal jeopardy (e.g., disclosure of illegal activity or negligence), as well as known side 
effects of study medication, if applicable, and risk of pain and physical injury. Describe what will be 
done to minimize these risks. Describe procedures for follow-up, when necessary, such as when subjects 
are found to be in need of medical or psychological referral. If there is no direct interaction with subjects, 
and risk is limited to breach of confidentiality (e.g., for existing data), state this. 
There is minimal risk to the study population. All participation in this study's interview is completely 
voluntary. The patients and their families will be asked if they are willing to participate by their 
primary care physician at UNC hospitals. All of the conditions/diseases that will be discussed will be 
diagnosed prior to the interview. All participants will remain anonymous unless they choose to sign a 
waiver. The risk is limited to breach of confidentiality. 
A.4.6. Data analysis. Tell how the qualitative and/or quantitative data will be analyzed. Explain how the 
sample size is sufficient to achieve the study aims. This might include a formal power calculation or 
explanation of why a small sample is sufficient (e.g., qualitative research, pilot studies). 
One child will be interviewed for each disease. Each interview will consist of the same II open-ended 
questions, because of the potential variety of ages and backgrounds every session will likely be vastly 
different. The information gained in the interview will be extracted and summarized. Direct 
quotations will be used when applicable. The purpose of the data is to enhance a supplementary 
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health text that I am writing that will be used in a middle school classroom or by pediatricians to 
explain common childhood diseases and conditions and actual children's real life experience with 
them in relation to school. 
A.4.7. Will you collect or receive any of the following identifiers as part of the study data? Does not 
apply to consent forms. 
No _X_ Yes If yes, check all that apply: 
a. _X_ Names 
b. _X_ Telephone numbers 
c. _X_ Any elements of dates 
(other than year) for dates directly 
related to an individual, including birth 
date, admission date, discharge date, 
date of death. For ages over 89: all 
elements of dates (including year) 
indicative of such age, except that such 
ages and elements may be aggregated 
into a single category of age 90 and 
older 
d. _X_ Any geographic subdivisions 
smaller than a State, including street 
address, city, county, precinct, zip code 
and their equivalent geocodes, except 
for the initial three digits of a zip code 
e. Fax numbers 
f. Electronic mail addresses 
g. _ Social security numbers 
h. Medical record numbers 
i. _ Health plan beneficiary numbers 
j. Account numbers 
k. Certificate/license numbers 
I. Vehicle identifiers and serial 
numbers (VIN), including license plate 
numbers 
m. Device identifiers and serial 
numbers (e.g., implanted medical 
device) 
n. Web universal resource locators 
(URLs) 
o. _ Internet protocol (IP) address 
numbers 
p. _ Biometric identifiers, including finger 
and voice prints 
q. _ Full face photographic images and 
any comparable images 
r. _ Any other unique identifYing number, 
characteristic or code, other than dunnny 
identifiers that are not derived from actual 
identifiers and for which the re-
identification key is maintained by the 
health care provider and not disclosed to the 
researcher 
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A.4.8. Data sharing. With whom will identifiable (contains any of the 18 identifiers listed in 
question 7 above) data be shared outside the immediate research team? For each, explain 








_ External labs for additional testing: 
Journals: 
_ Publicly available dataset: 
_X_ Other: Each child's age and condition or disease will be published in the book. These 
will be the only identifier. The child will be identified by an assigned pseudonym. 
A.4.9. Confidentiality of the data. Describe procedures for maintaining confidentiality of the 
data you will collect or will receive. Describe how you will protect the data from access by those 
not authorized. How will data be transmitted among research personnel? Where relevant, discuss 
the potential for deductive disclosure (i.e., directly identifying subjects from a combination of 
indirect IDs). Describe your plan to destroy identifiers. When will identifiers be destroyed? 
There will be no identifiers transcribed from the interview session save age. All Names and 
contact information will be kept in the Faculty Advisors office. 
I A.4.10. Data security for storage and transmission. Please check all that apply. 
For electronic data: 
X Secure network _X_ Password access _X_ Encryption 
_ Other (describe): 
_X_ Portable storage (e.g., laptop computer, flash drive) 
Describe how data will be protected for any portable device: 
The Laptop and memory stick used to store this data will be password protected and remain 
locked in a locker when not in use. 
For hardcopy data (including human biological specimens, CDs, tapes, etc.): 
X Data de-identified by research team (stripped of the 18 identifiers listed in question 7 
above) 
Locked suite or office 
X Locked cabinet 
_ Data coded by research team with a master list secured and kept separately 
Other (describe): 
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Part A.5. The Consent Process and Consent Documentation (including 
Waivers) 
The standard consent process is for all subjects to sign a document containing all the elements of 
informed consent, as specified in the federal regulations. Some or all of the elements of consent, 
including signatures, may be altered or waived under certain circumstances. 
• If you will obtain consent in any manner, complete section A.S.l. 
• If you are obtaining consent, but requesting a waiver of the requirement for a signed consent 
document, complete section A.5.2. 
• If you are requesting a waiver of any or all of the elements of consent, complete section 
A.5.3. 
You may need to complete more than one section. For example, if you are conducting a phone 
survey with verbal consent, complete sections A.5 .1, A.5 .2, and possibly A.5 .3. 
A.5 .1. Describe the process of obtaining informed consent from subjects. If children will be 
emolled as subjects, describe the provisions for obtaining parental permission and assent of the 
child. If decisionally impaired adults are to be emolled, describe the provision for obtaining 
surrogate consent from a legally authorized representative (LAR). If non-English speaking 
people will be emolled, explain how consent in the native language will be obtained. Address 
both written translation of the consent and the availability of oral interpretation. After you have 
completed this part A.5.1, if you are not requesting a waiver of any type, you are done with 
Part A.5.; proceed to Part B. 
Both the child and the parent will be given an assent, a consent form, and HIPP A, respectively to 
participate in this interview. This form will be explained in detail immediately prior to contact 
with the Principle Investigator and the interview. Children and their parents will be informed that 
they have the option to refuse audio-taping, and will explain that they will determine the duration 





Part B. Questions for Studies that Involve Direct Interaction with Human 
Subjects 
....,. If this does not apply to your study, do not submit this section. 
B.!. Subjects. SpecifY number, gender, ethnicity, race, and age. SpecifY whether subjects are 
healthy volunteers or patients. If patients, specifY any relevant disease or condition and indicate 
how potential subjects will be identified. 
There will be 30 to 45 children interviewed both male and female. Their ages will range from 8 to 
18 year. All ethnicities and races will be included. All subjects and their parents will be 
English speakers. Patients will be asked by their physicians (Dr. Drake, Dr. Lohr, Dr. 
Vonallmen, or Dr. Kurz) if they are willing to participate in the interview. 
B.2. Inclusion/exclusion criteria. List required characteristics of potential subjects, and those 
that preclude enrollment. JustifY exclusion of any group, especially by criteria based on gender, 
ethnicity, race, or age. If pregnant women are excluded, or if women who become pregnant are 
withdrawn, specific justification must be provided. 
Children 8 to 18 will be used because they are of school age. All children interviewed will attend 
school. Children of younger ages will not be included due to their lack of school experience. 
Children who do not attend school will not be included because the book is focused on 
children who live with diseases or conditions and attend school. 
B.3. Methods of recruiting. Describe how and where subjects will be identified and recruited. 
Indicate who will do the recruiting, and tell how subjects will be contacted. Describe efforts to 
ensure equal access to participation among women and minorities. Describe how you will protect 
the privacy of potential subjects during recruitment. For prospective subjects whose status (e.g., 
as patient or client), condition, or contact information is not publicly available (e.g., from a 
phone book or public web site), the initial contact should be made with legitimate knowledge of 
the subjects' circumstances. Ideally, the individual with such knowledge should seek prospective 
subjects' permission to release names to the PI for recruitment. Alternatively, the knowledgeable 
individual could provide information about the study, including contact information for the 
investigator, so that interested prospective subjects can contact the investigator. Provide the IRB 
with a copy of any document or script that will be used to obtain the patients' permission for 
release of names or to introduce the study. Check with your IRB for further guidance. 
Patients will be identified by their doctor (Dr. Amelia Drake, Dr. Jacob Lohr, Dr. Dan 
Vonallmen, or Dr. Jim Kurz), shown a flyer (with my contact information) about the purpose 
of this study, and asked if they are willing to be contacted by me. If they agree to be 
contacted, at this time they will receive the consent form, the assent form and the HIP AA 
authorization form. Once they are consented, I will receive their contact information and the 
signed consent, assent and HIP AA forms, as well as their contact information from their 
physician. I will contact them by phone or whatever means they provide. I will not be aware 
of potential contact until I am contacted by the physicians or the families themselves and they 
have already consented to participate in the study. 
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B.4. Protected Health Information (PHI). If you need to access Protected Health Information 
(PHI) to identifY potential subjects who will then be contacted, you will need a limited waiver of 
HIPAA authorization. If this applies to your study, please provide the following information. 
a. Will the information collected be limited only to that necessary to contact the subjects to ask 
if they are interested in participating in the study? 
Yes 
b. How will confidentiality/privacy be protected prior to ascertaining desire to participate? 
They will consent to be contacted about their condition in their doctors office prior to meeting 
me. 
c. When and how will you destroy the contact information if an individual declines 
participation? 
The contact information will be shredded at UNC Hospitals in their doctors office. 
B.S. Duration of entire stndy and duration of an individual subject's participation, 
including follow-up evaluation if applicable. Include the number of required contacts and 
approximate duration of each contact. 
The study will last one year. Each child and parent will be involved in I to 2 sessions that will 
last 30 minutes to 2 hours maximum. 
B.6. Where will the subjects be studied? Describe locations where subjects will be studied, 
both on and off the UNC-CH campus. 
The interviews will be conducted in clinic offices at UNC Hospitals or where the child and their 
family designates. 
B.7. Privacy. Describe procedures that will ensure privacy of the subjects in this study. 
Examples include the setting for interviews, phone conversations, or physical examinations; 
communication methods or mailed materials (e.g., mailings should not indicate disease status or 
focus of study on the envelope). 
There will be no mailings, no physical exam. The interviews will be located where the family 
designates. Phone conversations will consist of arranging a time to meet and there will be no 
messages with identifiers of the study left with individuals other than legal guardians or on 
horne answering devices. 
B.S. Inducements for participation. Describe all inducements to participate, monetary or non-
monetary. If monetary, specifY the amount and schedule for payments and how this will be 
prorated if the subject withdraws (or is withdrawn) from the study prior to completing it. For 
compensation in foreign currency, provide a US$ equivalent. Provide evidence that the amount is 
not coercive (e.g., describe purchasing power for foreign countries). Include food or 
refreshments that may be provided. 
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There are no inducements for participation. Participants will be told that the proceeds of this book 
will go to UNC Children's Hospital. 
B.9. Costs to be borne by subjects. Include child care, travel, parking, clinic fees, diagnostic 
and laboratory studies, drugs, devices, all professional fees, etc. If there are no costs to subjects 
other than their time to participate, indicate this. 
There are no costs to the subjects in this study save that of their participation time. 
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